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(ii) For products for external use only 
containing pramoxine hydrochloride iden-
tified in § 346.10(g). Apply to the affected 
area up to 5 times daily. 

(7) For products containing vaso-
constrictors identified in § 346.12. Apply 
to the affected area up to 4 times daily. 

(8) For products for external use only 
containing glycerin identified in 
§ 346.14(a)(3) or witch hazel identified in 
§ 346.18(b), and for products for external 
and/or intrarectal use containing any pro-
tectant identified in § 346.14(a)(1), (2), (4), 
(5), (6), (7), and (9), and (b)(1), (2), (3), 
and (4), or any astringent identified in 
§ 346.18(a) and (c). Apply to the affected 
area up to 6 times daily or after each 
bowel movement. 

(9) For products containing petrolatum 
or white petrolatum identified in 
§ 346.14(a)(8) and (10). Apply liberally to 
the affected area as often as necessary. 

(e) The word ‘‘physician’’ may be sub-
stituted for the word ‘‘doctor’’ in any 
of the labeling statements in this sec-
tion. 

[55 FR 31779, Aug. 3, 1990, as amended at 59 
FR 28767, June 3, 1994; 64 FR 13295, Mar. 17, 
1999] 

§ 346.52 Labeling of permitted com-
binations of anorectal active ingre-
dients. 

Indications, warnings, and directions 
for use, respectively, applicable to each 
ingredient in the product may be com-
bined to eliminate duplicative words or 
phrases so that the resulting informa-
tion is clear and understandable. 

(a) Statement of identity. For a com-
bination drug product that has an es-
tablished name, the labeling of the 
product states the established name of 
the combination drug product, followed 
by the statement of identity estab-
lished in § 346.50(a). For a combination 
drug product that does not have an es-
tablished name, the labeling of the 
product states the statement of iden-
tity established in § 346.50(a). 

(b) Indications. The labeling of the 
product states, under the heading ‘‘In-
dications,’’ the indication(s) for each 
ingredient in the combination, as es-
tablished in the indications sections of 
this subpart. 

(c) Warnings. The labeling of the 
product states, under the heading 
‘‘Warnings,’’ the warning(s) for each in-

gredient in the combination, as estab-
lished in the warnings sections of this 
subpart. 

(d) Directions. The labeling of the 
product states, under the heading ‘‘Di-
rections,’’ directions that conform to 
the directions established for each in-
gredient in the directions sections of 
this subpart. When the time intervals 
or age limitations for administration 
of the individual ingredients differ, the 
directions for the combination product 
may not exceed any maximum dosage 
limits established for the individual in-
gredients in the applicable OTC drug 
monograph. 

PART 347—SKIN PROTECTANT 
DRUG PRODUCTS FOR OVER-THE- 
COUNTER HUMAN USE 

Subpart A—General Provisions 

Sec. 
347.1 Scope. 
347.3 Definitions. 

Subpart B—Active Ingredients 

347.10 Skin protectant active ingredients. 
347.12 Astringent active ingredients. 
347.20 Permitted combinations of active in-

gredients. 

Subpart C—Labeling 

347.50 Labeling of skin protectant drug 
products. 

347.52 Labeling of astringent drug products. 
347.60 Labeling of permitted combinations 

of active ingredients. 

AUTHORITY: 21 U.S.C. 321, 351, 352, 353, 355, 
360, 371. 

SOURCE: 58 FR 54462, Oct. 21, 1993, unless 
otherwise noted. 

Subpart A—General Provisions 

§ 347.1 Scope. 
(a) An over-the-counter skin protect-

ant drug product in a form suitable for 
topical administration is generally rec-
ognized as safe and effective and is not 
misbranded if it meets each condition 
in this part and each general condition 
established in § 330.1 of this chapter. 

(b) References in this part to regu-
latory sections of the Code of Federal 
Regulations are to chapter I of title 21 
unless otherwise noted. 
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